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United States Patent and Trademark 
Office, PCT 

201 1 South Clark Place Room 
CP2/5C24 

Arlington, VA 22202 
ETATS-UNIS D'AMERIQUE 

! in its capacity as elected Office 


Date of mailing (day/month/year) 
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International application No. 
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Applicant's or agent s file reference 
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International filing date (day/month/year) 

31 August 2000 (31.08.00) 


Priority date (day/month/year) 
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YORK, Peter et al . , 
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|"X] in the demand filed with the International Preliminary Examining Authority 

26 March 2001 (26.03.01) 

[~| in a notice effecting later election filed with the International Bureau on: 



2. The election | X| was 

| | was not 

made before the expiration of 19 months from the priority date or, where Rule 32 applies. 





Authorized officer 


The International Bur au of WIPO 
34, chemin des Colombettes 


Zakaria EL KHODARY 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 
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1. The following indications appeared on record concerning: 
[*] the applicant Q the inventor Q the agent 



| | the common representative 



Name and Address 

BRADFORD PARTICLE DESIGN PLC 
Unit 69 Listerhills Science Park 
Campus Road 
Bradford BD7 1HR 
United Kingdom 



State of Nationality 
GB 



Telephone No. 



State of Residence 
GB 



2 The international Bureau hereby notifies the applicant that the following change has been recorded concerning: 

□ the address Q the nationality [_| the residence 

~ ite of Residence 



| | the person Q<J the n 



Name and Address 

BRADFORD PARTICLE DESIGN LIMITED 
Unit 69 Listerhills Science Park 
Campus Road 
Bradford BD7 1 HR 
United Kingdom 



State of Nationality 

GB 



GB 



3. Further observations, if necessary: 



I. A copy of this notification has been sent to: 
[~X] the receiving Office 
[ | the International Searching Authority 
[~X| the International Preliminary Examining Authority 



| | the designated Offices concerned 
[~X] the elected Offices concerned 
| | other: 



The International Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 



Facsimile No.: (41-22) 740.14.35 
Form PCT/IB/306 (March 1994) 



Authorized officer 

R. Raissi 

Telephone No.: (41-22) 338.83.38 



1C, 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
ARB/P/83/WO 



International application No. 
PCT/GBOO/03328 



FOR FURTHER ACTION 



See Notification of Transmittal of International 
Preliminary Examination Report (Form PCT/IPEA/416) 



International filing date (day/monttVyear) 
31/08/2000 



Priority date (day/month/year) 
31/08/1999 



International Patent Classification (IPC) or national classification and IPC 
A61K9/00 



Applicant 

BRADFORD PARTICLE DESIGN PLC etal. 



This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total of 8 sheets, including this cover sheet. 

□ This reoort is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
STnlS?nl5?n^e the basis for this report and/or sheets containing rectifications made before th.s Author* 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 

I El Basis of the report 

II □ Priority 

III □ Non-establishment of opinion with regard to novelty, inventive step and industrial appl.cab.lity 

IV □ Lack of unity of invention 

V H Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial appl.cabH.ty; 

citations and explanations suporting such statement 

VI E) Certain documents cited 

VII El Certain defects in the international application 

VIII El Certain observations on the international application 



Date of submission of the demand 
26/03/2001 


Date of completion of this report 
13.11.2001 


Name and mailing address of the international 
preliminary examining authority: 

^ European Patent Office - P.B. 581 8 Patentlaan 2 

XYft NL-2280 HV FSijswijk - Pays Bas 

Tel. +31 70 340 - 2040 Tx: 31 651 epo nl 
Fax: +31 70 340-3016 


Authorized officer /f^^^i^ 

Boulois, D \\ fj 

Telephone No. +31 70 340 3878 
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Basts of the report 

and are not annexed to this report since they do not contain amendments (Rules 70. 1 6 and 70. 1 7)). 
Description, pages: 



1 -37.A1 -A1 3,38, as originally filed 
39 



Claims, No.: 

1-31 

Drawings, sheets: 

1/21-21/21 



as originally filed 



as originally filed 



2 With reaard to the language, ail the elements marked above were available or furnished to this Authority in the 
^nguag'e in which the international application was filed, unless otherwise indicated under th.s .tern. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3 With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the bas.s of the sequence hsbng. 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure .n 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 



Form PCT/IPEA/409 (Boxes l-VIII, Sheet 1) (July 1998) 
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□ the claims, Nos.: 

□ the drawings, sheets: 

5 □ This report has been estabHshed as i. (some o.) the amendments had not been made, sinoe they have been 
considered to go beyond the disolosure as tiled (Rule 70.2(c)): 

(Any replaces, sbee, conning sucn amendment mus, be referred ,o under /rem , and annexed to ft. 
report.) 

6. Additional observations, if necessary: 
see separate sheet 

V Reasoned statement under Artic.e 35(2) with regard to novelty, inventive step or industrial app.icabi.ity; 
" citations and explanations supporting such statement 

1. Statement 



Novelty (N) 
Inventive step (IS) 



Yes: Claims 7-9,17-20,29,30 

No: Claims 1-6,10-16,21-28,31 

Yes: Claims 

No: Claims 1-31 



Industrial applicability (IA) Yes: Claims 1-31 
No: Claims 



2. Citations and explanations 
see separate sheet 

VI. Certain documents cited 

1 . Certain published documents (Rule 70.10) 

and / or 

2. Non-written disclosures (Rule 70.9) 
see separate sheet 



VII Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 

VIII Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 
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Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, invent.ve step or 
industrial applicability; citations and explanations supporting such statement 

1 . Reference is made to the following documents: 

D1: EP-A-852140 

D2: WO-A-9631202 

D3: EP-A-582169 

D4: WO-A-9211000 

D5: WO-A-9813136 

D6: WO-A-9925322 

D7: WO-A-9731691 

D8: WO-A-9501221 ( cited in the application ) 
D9: J. Controlled Release, 24(1993), 27-44 
D10: Pharm. Res., 14(12),1691-8 
D11: US-A-4404183 

2 The present application does not satisfy the criterion set forth in Article 33(2) PCT 
because the subject-matter of Claims 1-6,10-16,21-28,31 is not new in respect of prior art 
as defined in the regulations ( Rule 64(1 )-(3) PCT ). 

For the judgement of novelty of the present application, it appeared that the concepts of 
"coformulation" and 'stable" must be interpretated widely and not only in the light of the 
explanations given in the description. It appears moreover that the term "stable" has not 
a very clear definition in the present application, even with the explanations given on page 
3, lines 1-9, since it is impossible to know which percentages are meant. 
It' was also considered that any "coformulation" obtained by a process allowing the 
formulation of a drug in amorphous drug, would fulffil the stability requirements of the 
claims. 

Lack of novelty of the following claims is stated agaisnt the disclosure of the following 
documents: 

- lack of novelty of claims 1-6,10-16,23,31 over D1 ( see D1, col. 1, 1. 5-12; page 11-12, 
examples 1-7) 

- lack of novelty of claims 1-5,23,31 over D2 ( see D2, p. 3, I. 13-16; p. 7,8, example 1) 
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- lack of novelty of claims 1-5,23,31 over D3 ( see D3, page 3, example 1 ) 

- lack of novelty of claims 1 -5,23,31 over D4 ( see D4, pages 5-7, examples 1,2) 

- lack of novelty of claims 1-5,23,31 over D5 ( see D5, p. 1, 1. 4-28; p. 5, I. 5-p. 7, I. 18, 
p. 12-1 3, example 9) 

- lack of novelty of claims 1 -5,23,31 over D6 ( see D6, p. 4,5, examples 1,6) 

- ,ack of novelty of claims 1-5,23,31 over D7 ( see D7, p. 1, I. 16-26; p. 15-23, examples 

-iai of novelty of claims 1-5,23,31 over D8 ( see D8, p. 37-50, examples 5,10,16 ) 

- lack of novelty of claims 1-5,23,31 over D9 

- lack of novelty of claims 2-6, 10-16, 21-28, 31 over D10 ( see D10, p. 1691,2,5 ) 

- lack of novelty of claims 1-6,10-16,23,31 over D1 1 ( see D1 1, cla.ms 1 ,2 ) 

3 The documents D1 , D2, D3, D4, D5,D6,D7,D8,D9,D10,D1 1 appear to be of particular 
relevance as far as inventive step is concerned ( Article 33(3) PCT ). These documents 
solve indeed the same problem, namely making a coformulation of an active in amorphous 
state so that, as far as novel subject-matter is concerned, the present appl.cat.on does 
apparently not fulfill the requirements of Article 33(3) PCT over these prior art documents. 

It seems in particular to be a normal design option to use the same concept for a specific 

ft ateo pointed out that the introduction of a disclaimer in an independent claim does not 
restore the inventive step of the said claim. 

Therefore, as no unexpected effect for the present composition ( as far as novel ) over the 
prior art compositions has been demonstrated, this composition does apparently not fulf.ll 
the requirements of Article 33(3) PCT. 
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Certain published documents (Rule 70.10) 

N ° Publication date(day/month,year) Fiiing date(day/month/year) Priority date (day/month/year) 
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WO-A-01 03821 (E1) 18.1.2001 7.7.2000 7.7.1999 

Non-written disclosures (Rule 70.9) 

Kind of non-written disclosure Date of non-written d isclosure(day/month/year) Date of written d iSC losure(day/month/year) 

J. of Pharm. Pharmacol. ,51 ,sept. 1999,291 (E2) sept. 1999 

The document E1 will be taken in consideration in the regional phase for the judgement 
of novelty of claims 1-6,10-23,31 ( see E1, page 8, 1. 14-21; p. 22-23, example 3). 
The content of document E2 may also be relevant for the novelty of claims 1 -6,1 0-31 ( see 
the whole document. 



Re Item VII 

Certain defects in the international application 

Contrary to the requirements of Rule 5.1 (a)(ii) PCT, the relevant background art disclosed 
in the documents D1 ,D2,D3,D4,D5,D6,D7,D9,D10 and D11 is not mentioned m the 
description, nor are these documents identified therein. 

Re Item VIII 

Certain observations on the international application 

1 . It is clear from the description that the process of preparation of claim 26 is essential 
to the definition of the invention. 

Since independent claims 1,2 10, 17 do not contain this feature they do not meet the 
requirement following from Article 6 PCT taken in combination with Rule 6.3(b) PCT that 
any independent claim must contain all the technical features essential to the definition of 
the invention. 

2. The present application does not meet the requirements of Article 6 PCT because 
claims 24,25 and 27 are not clear. 

It appears from the description on page 1, lines 6-12 that the SEDS process exists m 
modified versions, and therefore that the term does not have a precise and recognized 
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meaning. 



3. The term "COX-2 selective inhibitor" as used in the present dependent claims 7 and 8 
defines the active agent by its pharmacological profile, nameyl its affinity to a enzyme. 
However, a compound cannot be sufficiently characterised by its pharmacological 
profile or its mode of action as it is done by an expression like ""COX-2 selective 
inhibitor"because it is difficult to know which substances are encompassed in this 
expression. Moreover, the definition of an "inhibitor" is also not clear. 
For instance it is highly credible that sulfuric acid or sodium hydroxide would also be 
""COX-2 selective inhibitor". It is also not clear at which level of affinity a compound can 
be defined as an inhibitor ( or as an agonist ). A lot of compounds have indeed both 
activities depending on the concentration used. 

Thus the present dependent claims 7 and 8 are not clear, because the pharmacological 
definition is vague and renders thus the scope of said claims obscure ( Article 6 PCT ). 
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